Notice of Allowability 



Application No. 

09/978,272 



Examiner 



Mary E Mosher, Ph.D. 



Applicant(s) 

LASSEN ETAL 



Art Unit 



1648 



The MAILING DATE of this communication appears on the cover sheet with the correspondence address- 
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International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
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Paper No./Mail Date . 
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EXAMINER'S AMENDMENT 

An examiner^s amendment to the record appears below. Should the changes 
and/or additions be unacceptable to applicant, an amendment may be filed as provided 
by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST be 
submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview 
with Iver Cooper on 17 May 2004. 

The application has been amended as follows: 

Claim 1 has been amended to more clearly define the invention, and claims 45- 
47 have been amended to be consistent with amended claim 1 . See the attached sheet 
for the amendments to claims 1 and 45-47. 

An additional examiner's amendment to the record appears below. Should the 
changes and/or additions be unacceptable to applicant, an amendment may be filed as 
provided by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST 
be submitted no later than the payment of the issue fee. The specification has been 
amended to insert a brief description of the figures. See the attached sheet for the 
amendment. 

The abstract by Sheeran et al, cited in the previous Office action, was 
accidentally omitted from the PTO-892, and no copy was scanned into the image file. 
To correct this error, the reference is now cited on the attached 892 and another copy is 
provided in hopes that it will be scanned into the image file record. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary E. Mosher, Ph.D. whose telephone number is 571- 
272-0906. The examiner can normally be reached on M-T and alternate F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel can be reached on 571-272-0902. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



5/17/04 



MARY E. MOSHER 
PfllMARY EXAMINER 
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Amendments to claims 1 , 45, 46, and 47 

Claim 1 . (currently amended). A kit for directly detecting a respiratory syncytial 
(RS) virus infected cell or an RS virus biological particle present in a sample in an 
amount of less than about 2000 cells or particles per microlitre (10"® litre), said kit 
comprising 

i) a solid support comprising an application zone for applying the sample and a 
separate detection zone, and 

ii) a conjugate comprising a polymeric carrier molecule bound to 

a) at least one targeting species capable of directly binding an RS virus 
infected ceil or RS virus biological particle, and 

b) at least one labelling species, 

wherein the application zone and the detection zone can form a liguid contact, the 
application zone comprises at least one of said coniugate. said coniugate being 
movable, and the detection zone comprises at least one targeting species which is 
bound to the solid support and is capable directly of binding an RS virus infected cell or 
RS virus biological particle. 
i ) a sol i d support , and 

ii) a plur a lity of a first targ e t i ng sp e ci e s bound to th e so li d support, s a id targ e t i ng 

sp e ci e s b e ing capabl e of d i r e ctly bind i ng a pr e d e t e rm i n e d RS virus i nf e ct e d c el l of 
biological part i c le wh e n it i s pres e nt in a sampl e that i s brought into contact with th e 
so li d support, and 
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iii) a conjugat e comprising a polym e ric carr ie r mol e cul e bound to 

a) at l ea st on e targ e t i ng sp e c ie s capabl e of d i r e ctly binding a 
pr e d e t e rm i n e d RS v i rus i nf e ct e d c e l l or bio l og i ca l part i c le wh e n i t pr e s e nt 
i n a sampl e th a t is brought i nto contact with th e sol i d support, a nd 

b) a t le ast on e la b elli ng sp e ci e s, 

iv) an application zon e for applying the sampl e comprising a RS virus inf e ct e d 

c ell or b i olog i ca l part i cl e , s ai d zon e compris i ng a t le ast on e of said conjugat e , s a id 
conjug a t e b e ing mov a b le , and sa i d appl i cat i on zon e b e ing i n li q u id conta c t w i th 

v) a d e t e ction zon e , s e parat e from s a id a pplication zon e , fo r d e t e ct i ng th e 

pr e s e nc e , amount or conc e ntr a t i on of sa i d at l e ast on e conjugat e , sa i d zon e furth e r 
compr i s i ng at l east one target i ng sp e ci e s bound to th e sol i d support. 

45 (currently amended). The kit according to claim 1 further comprising vi) a 
positive control zone comprising means for generating a positive control confirming the 
transfer of at least part of said sample from said application zone to said detection zone, 

46 (currently amended). The method of claim 24, said kit further comprising vi) a 
positive control zone comprising means for generating a positive control confirming the 
transfer of at least part of said sample from said application zone to said detection zone. 

47 (currently amended). The method of claim 43, said kit further comprising vi) a 
positive control zone comprising means for generating a positive control confirming the 
transfer of at least part of said sample from said application zone to said detection zone. 
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Amendment to the specification 

In the specification, the following has been inserted after page 9, line 33: 
Brief Description of the Figures 

FIG. 1 illustrates a schematic dipstick, for use in an assay for testing detecting of RS 
related cell in a sample. The dipstick comprises an application zone for the sample 
comprising the reporter species. The term conjugate refers to reporter species. 

Fig. 2 illustrates a dipstick developed so that a red test line appears across the 
membrane instead of a red spot, both for observing the test result and the control. 



